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SOSNAM

Tadalafil 20mg

Thude ké don
Doc ky hwdng din sie dung triede khi ding
Dé xa tim tay tré em
Thing bdo ngay cho bdce sy hodc dwgce sip nhitng tic dung kléng mong mudn gdp pfnir khi s dung thube

. Thanh phiin: M3i vién nén bao phim chira:

11271 (7] 151 1] S e R 20 mg

Td dwge: Lactose, Microcrystalline cellulose, Copovidon,
Natri starch glycolat, Colloidal anhydrous silica, Magnesi
stearat, Opadry I white, Yellow iron oxyd, Sunset yellow
lake.

Quy cdch dong gbi: Vi 2 vién. Hop 2 vi.

Tinh chiit:

Duge lye hoc:

Ma ATC: GO4BEOS

Tadalafil 1a chdt (c ché chon loc, thufin nghich enzym
guanosin monophosphat vong (¢GMP) phos]:lhodieslcrasc
tuyp 5 (PDES). Khi sur kich thich tinh duc gdy phéng tluch
tai chd nitric oxyd, tadalafil (rc ché PDES lam ting san Xudt
GMP vong trong thé hang. Két qua la 1am gidn co tron va
lam tdng lurgng méu di vao trong moé duong vit, tir doé tao ra
sir cuwong cing. Tadalafil khéng ¢6 tac dung diéu trj réi
loan cuong duong khi khdng c6 kich thich tinh dyc.

D?c ddng hoc: )
Hap thu: Tadalafil dugc hip thu nhanh chéng sau khi ubng,

ndng d§ dinh trong huyét twong dat dugc sau 2 gid. Thirc an
va thoi diém ding thude khéng c6 anh hudng c6 ¥ nghia trén
14m sang ddi vai nhip d6 va mirc d6 hip thu thube.

Phin bo: thé tich phan b trung binh vao khoang 63L,
tadalafil phin bd vao ciac mé. O liéu diéu tri khoang 94%
tadalafil gin két véi protein huyét twong.

it hon 0,0005% liéu ding xuft hién trong tinh dich cia
ngudi khoe manh.

Chuyén hda: Tadalafil dugc chuyén hoéa chi yéu boi
cytochrom P450 (CYP) 3A4 thanh chét methylcatechol
glucuronid. Chit chuyén héa nay c6 tac dung irc ché PDE
yéu hon so véi tadalafil.

Thi trie: bai tiét chi yéu qua phan (64%) va nude tiéu
(36%) dudi dang chit chuyén hoa khéng c6 tac dung. Thoi
gian ban thai khoang 17,5 gitr & ngudi khoe manh.

Tinh tuyén tinh/ phi tuyén tinh:

Dugc déng hoc tadalafil & ngudi khoe manh la tuyén tinh
theo thoi gian va liéu ding. Trong khoang liéu tir 2,5 — 20
mg, AUC ting ti 1 v6i liéu ding. Nong d§ thudc trong
huyét twong dat trang thai 6n dinh trong vong 5 ngay Vi
liéu ding thude 1 lan/ngay.

Dugc ddng hoc tadalafil & bénh nhin c6 réi loan chirc ning
curong duong ciing twong tw nhu & ngudi khéng cé rdi loan
chitc niing crrong duong.

Pbi twgng dic bigt

Newdi gia

O ngudi gia khoe manh (65 tudi tro 1én), tadalafil c6 do
thanh thai khi ding dwémg uéng thip hon, dn dén AUC
cao hon 25% so voi ngudi khoe manh tudi tir 19-45 nam.
Anh huéng cia do tudi 1a khong dang ké vé mat 1im sang
va khéng can phai diéu chinh liéu.

Suy thin

Trong cac nghién ctru ldm sang, khi ding tadalafil don lidu
(5-20 mg), AUC cua tadalafil ting gin gip déi & ngudi suy
thin nhe (d§ thanh thai creatinin 51-80 ml/ phit) nhe, vira
phai (d§ thanh thai creatinin 31-50 ml/ phiit) va suy thin
niing phai thim phan mau. G nhimg nhan phai thim phan

méu, Crax cao hon so véi & ngudi khoe manh 14 41%. Thim
phén mau loai bo khong déng ké tadalafil.

Suy gan

AUC cia tadalafil trén ngudi suy gan nhe va vira (Child-
Pugh nhém A va B) ¢6 thé so sanh véi ngudi khoé manh
khi ding liéu 10 mg. Dir li¢u lam sang vé tinh an toan cia
tadalafil trén cac bénh nhdn suy gan niing (Child-Pugh
nhém C) con han ché. Néu ké don tadalafil, bac si nén cén
nhic ky lgi ich va nguy co. Khéng c6 sin dir liéu vé viéc
diing tadalafil véi lidu cao hon 10 mg & nhirng bénh nhén bi
suy gan.

Bénh nhin tiéu dieong

Gid tri AUC cua tadalafil & nhitng bénh nhan bj b¢nh tiéu
duong thdp hon khoang 19% so véi ¢ cdc d6i twong khoe
manh. Viéc diéu chinh lidu 12 khéng cén thiét & nhitng bénh
nhén nay.

Tadalafil dugc chi dinh trong truémg hop réi loan cuong .
duong,.

. Liéu ding - cich ding: o -
Liéu tadalafil bat dau la 10 mg trén hau hét bénh nhén, thoi

diém dung thudc it nhét 30 phat trude khi c6 hoat dong tinh
duc. Liéu dung c6 thé ting lén dén 20 mg hoiic glam con 5
mg. S6 1an sir dung t6i da dugc khuyén dung la mdi ngay l =
vién. Hi¢u qua cia tadalafil co thé duy tri dén 36 gio sau
khi ding thuée. Vige ding thube khéng phu thuge vao Fra
an. Khuyén céo liéu 20mg/ngay khéng nén ding hang nn&y
Bénh nhdn suy thin:

Khong cin diéu chinh liéu & bénh nhan suy thin nhe. D6i vai
ngudi bj suy thin vira (d§ thanh thai creatinin 31 dén 50
ml/phit), lieu khoi diu la 5 mg mdi ngay, hodic 10 mg mdi 2
ngay. Doi voi bq:nh nhén suy thin niing (4§ thanh thai creatinin=’
< 30 ml/phiit) liéu ding t6i da 1a 5 mg va khong ding q‘ua ty‘?n’
nay trong mdi 72 gidr. ey
Bénh nhin suy gan: (f

Déi véi bénh nhan suy gan tir nhe dén vira {Ilhom ‘%‘Eé(
Child- Pug;h}, liéu ding khong vuot qud 10 mg mm Pt
D6i voi bénh nhan suy gan nang (nhém C Child- Pugj;‘;\
khing nén ding tadalafil.

Diing kém vdi thube khde:

Déi véi bénh nhén c6 ding thude irc ché men CYP3A4 nhur
ketoconazol hodc ritonavir, liéu tdi da thuong dugc dung 1a
10 mg mdi 72 gio.

Bénh nhin cao tudi:

Khong céin diéu chinh liéu cho bénh nhan trén 65 tudi.

. Chéng chi dinh:

Qué méan cam véi bit ky thanh phén nao cia thude.

Khéng ding cho phy nir va bénh nhin nam duéi 18 wéi.
Tadalafil c6 biéu hién gdy ting tdc dung ha 4p cla nitrat.
Do do chﬁng chi djnh sir dung cho bénh nhén dang ding
bt cir dang thudc nao cua nitrat hiru co.

Bénh nhén dang dun udc ddi van vai alpha-adrenergic
u 4 mg mdi ngay).
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+Suy tim-mre d9 2 hay ndng hon theo hi¢p hdi tim mach
New York trong vong 6 thang trude.

+R6i loan nhip tim khéng dugc kiém soat, ha huyét ap
{huyét ap < 90/50 mmHg) hay tang huyét ap khong duge
kiém soat.

+ Dot quy trong vong 6 thang trude.

- Chéng chi dinh ding tadalafil & bénh nhan bj mét thj lyec 1

7.

]

8.

9.

10

11.

miét do bénh ly thin kinh thj gidc do thiéu mau cyc bd dong
mach ndo trudc, bit ké co lién quan hay khéng véi phoi
nhiém véi thude e ché PDES trude do.

Chéng chi dinh ding phéi hop tadalafil va chét kich thich
guanylat cylase, nhur riociguat do kha ning gy ha huyet dp
¢0 triéu chimg.

Thiin trong:

Can luu ¥ t6i cde tinh trang tim mach cia bénh nhin vi co
mdt mirc d§ vé nguy co tim mach di kém véi hoat dong tinh
duc.

Tadalafil c¢6 dic tinh giin mach, két qua 1a huyét 4p s& giam
nhung & mire d§ nhe va thodng qua, nhu viy sé lam tang
thém tiém nang tic dong ha huyét p cia cac loai nitrat.
Thén trong khi ding cho bénh nhén suy gan, thén.

Than trong khi ké toa cho bénh nhdn c¢é nhimg bé¢nh ly dé
géy ra cuong dau duong vit (nhu bénh thiéu méu héng ciu
liém, da u tiy, bénh bach cdu), hay trén nhimg bénh nhén
c0 bzén dang giai phdu duong vét (nhu duong vit gip goc,
bénh xo thé hang hay bénh Peyronie).

Khi ding tadalafil, néu thdy xuét hién tinh trang cuong
dwong kéo dai (trén 4 giv) cin phai co sy trg gilp y té.

Suy giam thj lyc va cdc trudmg hgp bénh thin kinh thj gidc
do thiéu méu cyc by cia dong mach ndo trude da duge ghi
nhén tir bénh nhan sir dyng tadalafil va cic thuéc trc che
PDES. Do d6, trong qua trinh sir dung tadalafil, néu bénh
nhan phét h]t;n thiy bi giam thj lyc dot ngdt phai ngay 1ap
tirc ngimg thudc va dén kham béc si.

Tinh an toan va hi¢u qua khi phéi hgp véi cic thube khac
dé diéu trj réi loan cuong duong chua duge nghién ciu. Do
d6 khdng nén ding phdi hop véi cac loai thude nay.
Tadalafil c6 thé lam gia tang tac dung ha @p khi ding chung
véi thube irc ché alpha va cic thube diu tri ting huyét ap
khéac.

Hiéu qua khi str dung liéu mdi ngdy véi thoi gian lau dai chua
duge biét do d6 khong nén diing thudc trong thdi gian dai.
SOSNAM co chira lactose, Khﬁng ding thude cho nhirng
bénh nhdn c6 nhimg van dé vé di lruyén lién quan dén
khﬁng dung ngp galactose, khiém khuyét men Lapp-lactase
hay réi loan hdp thu glucose-galactose.

Sir dung thude cho phu nir ¢é thai:
Khéng ding cho phy nir ¢6 thai.

Sir dung thube cho phu nir cho con bi:
Khong ding cho phu nit cho con bi.

. Anh htré’ng khé nding 14i xe va viin hanh miy méc:
Tadalafil hau nhur it anh huéng 1én kha nang lai xe hay vin

hanh may moe. Miic du tin sudt cdc ghi nhin chéng mat
trén nhém ding gia dugc va tadalafil trong cdc nghién ctru
ldm sang la nhu nhau, bénh nhin nén dugc biét c6 thé co
tac dung nay trude khi ldi xe hay vdn hanh may mac.

Tuong tic thude:

Anh hwong cia cdc chiit khdc lén Tadalafil )
Tadalafil duge chuyén héa chi yéu bdi CYP3A4. Vi the
cdc chét e ché CYP3A4 nhu ketoconazol, erythromycin,
clarithromycin, itraconazol, nude ép budi; va mdt vai cllé._t
trc ché men protease nhu ritonavir hay saquinavir cé thé
lam tang ndng do huyét twong cia tadalafil.

- Céc chét cam (mg CYP3A4 nhu rifampicin, phenobarbital,

phenytoin va carbamazepin c6 kha nang lam giam nong do
cua tadalafil trong huyét tuong,

Anh hieéng ciia Tadalafil vdi thuic khdic

Trong céc nghién ciu 1dm sang, cho lh:‘!'y tadalafil lam ting tic
dung ha huyét 4p cia nitrat. Do d6, chéng chi dinh tadalafil &
nhimg bénh nhén dang sir dung nitrat hitu co & bit ky dang
bao ché nao. O bénh nhin duge ké don tadalafil, vige ding
nitrat dugc coi 1a cin thiét trong mét tinh huéng de doa tinh
mang, thi phai diing cach xa thoi diém diing tadalafil it nhét 48
gitr va durge giam sdt y khoa chit ché trong d6 bao gbm theo
ddi huyét dong hoc thich hop.

Thubc ha huyét dp (bao gom cd thude chen kénh calei)
Tadalafil lam ting tic dung cua cic thubc ha huyét khi
ding déng thoi, bao gém cac thubc chen kénh calci
(amlodipin), thubc ¢ ché men chuyén (ACE) (enalapril),
thuc chen thy thé beta-adrenergic (metoprolol), thude loi
tiéu thiazid (bendrofluazid),thudc khang thy thé angiotensin
I1 (6 moi liéu lugngva ding mdt minh hofic két hgp voi
thiazid, chen kénh calci, thude chen béta hodic alpha).
Riociguat

Riociguat lam tang tac dyung ha huyét 4p cua thudc (rc ché
PDES. Do d6, chdng chi dinh ding dong thoi riociguat voi
tadalafil.

Chiit ire ché 5-alpha reductase.

Ng_hil‘:‘n clru twong tac thude-thuée chinh thirc cua tadalafil
va thube Gc che reductase S-alpha (5-ARIls) khéng dugc

thye hién, nén cén than trong khi diéu tri phi hop 1adalaf'T"‘

vai 5-ARls,

Cic thube li chiit nén ciia CYPIA2 (nhu theophyliin). 'w:.}i :

Khi dung déng thai tadalafil véi theophylline (thude (rc ché |

phosphodiesterase khong chon lgc) thi s& lam ting nhip tim. ai
Mac du tdc dung néy 1a nho va khong c6 ¥ nghia Iém sangﬁﬁ

tuy nhién ¢lin cin nhic khi diing déng thori ede thube nay.
Ethinylestradiol va terbutalin

Tadalafl duge chimg minh lam ting sinh kha dung dchrn-g"

ubng ctia ethinylestradiol, va dugc dy doén ciing lam ting

sinh kha dyng cia terbutalin, mic di hiu qua lam sing crg-...

viéc nay chura chiic chin.
Rirgu

31
Nong d6 rugu (ndng do tbi da trung binh trong méu 0,08 /n) 5

khéng anh huéng khi dung dbng thoi vai tadalafil (10 mg,,
hodic 20 mg). Ngoai ra, ndng d§ tadalafil khong bj thay dm
sau 3 gior khi ding dﬁng théi véi rrgu. Rugu duge dundf

mot cach dé t6i da hoa tée dQ hap thu rugu (nh|n dai qua .

dém ma khéng @n cho dén 2 giv sau khi uong rugu)!-
Tadalafil (20 mg) khong anh hudng dé‘_n huyét ap trung binh
bj giam do rugu, tuy nhién & mét so dodi twgng chong mit tu
thé va ha huyét ap thé dimg thi di dugc ghi nhin. Khi
tadalafil duge dung vai lidu thip hon ciia ruou (0,6 g/ kg),
thi khong thdy bi ha huyét 4p va chong mat thi xay ra véi
tin s6 twong ty nhur khi ding rugu riéng lé.

Cic thube dirge chuyén héa béi C) yrochmq: P450.
Tadalaﬁl duge dy doan khong giy (e ché hofic cam (mg
d.’mg ké trén lam sang sy thanh thai cua cdc thude duge
chuyén hoa béi cic dong dang cia CYP450. Cac nghién
ciru dd xdc nhan tadalafil khong c ché hodc cam img
CYP450, bao g(’im CYP3A4, CYPIA2, CYP2D6, CYP2ELI,
CYP2CY va CYP2C19.

Cic chit 3én ciia QYP2C9 (vi du R-warfarin).

Tadalafil 4 20 mg) anh huong khong ding ké 16i
gia tri AUC clia S-warfarin holic R-warfarin (chdt nén cia
CYP2C9){ va tadalafil cling khéng anh hudng tGi sy thay
ddi thoi gian prothrombin gdy ra bi warfarin.

I
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Aspirin - H¢ tiét ni¢w: dai ra mau.
Tadalafil (10 mg va 20 mg) khong anh hudng t6i kha ning i

lam téng thi gian chay méu gdy ra boi acid acetylsalicylic. - B9 phdn sinh duc: cuong dwong kéo dai.

Cic thudc tri ddi thdo dwing. - Cdc roi logn khdc: phl ngoai bién, dau tirc ngyc, mét moi.
Nghién ciu tuong téc cy thé voi cdc thube trj dai thao  Tdc dung phyu hiém gap (1/1000>ADR>1/10000)

dudmg khong duge tién hanh,

12. Téc dung khéng mong mubn: = H¢ mién djch: phu mach.
Tdm tit so lwge ;§ dp an toan ciia thuic: - H¢ than kinh: 4ot qui, ngdt, con thiéu mau ndo thoang qua,
Céc phéan ll'ﬂg phy thuomg gip nhit & bénh nhin ding co gidt, mt tri nhé thoang qua, dau nira diu.
tadalafil dé di€u trj r6i loan chirc niing cuong cimg la nhirc
dau, kho tiéu, dau lung va dau co, trong d6 ty I¢ gip tac
dung phy ciia thue tang theo liéu diing. Mirc d¢ ma cdc tac
dyng phu giy ra duge bao cdo 1a thoing qua, nhe holc

- Mét: khiém khuyét thj trudng, sung mi mét, sung huyét két
mac, thjéu mau thdn kinh thi truée khong do viém ding
mach, tic mach mau vdng mac.

trung binh. Phin I6n céc con dau ddu dugc béo cdo khi - Tai: mat thinh lyc dot ngﬁt:
ding tadalafil véi liéu 1 lan/ngay trong vong 10 dén 30 - Tim: dau thit nguc khong dn dinh, loan nhip thit, nhéi mau
ngdy sau khi ding thudc. co tim.
Tdc dyng phy thwdng gip(1/10 >ADR=>1/100) - Da: hji chimg Stevens-Johnson, viém da tréc vay, ting db
- H¢ than kinh: dau déu. mb hoi.
- Mach mdu: chimg dé bimg. - B¢ phdn sinh duc: chimg cuong dau viit duong, tinh dich

- H¢ h6 hdp: nghet mili. ¢6 mau, xuit huyét dong vit.

Hé ticu héa: kho tié 13. Qua liéu va céich xir tri:
s e e Liéu duy nhat 1én dén 500 mg tadalafil da dugc ding trén

- H¢ co xwong khdp: Pau co, dau lung, dau céc chi. ngudi khoe manh va liéu 100 mg nhiéu lin mi ngay ding |}
Tic dung phy it gip(1/100=ADR=1/1000) cho bénh nhén. Cic phén img phu xay ra twong ty nhu phan
- H¢ mién djch: phan (mg qua min. {mg phy cia liéu thép hon. Trong truémg hop qua liéu, cac

T I bi¢n phap hé trg cin dl.rqc thuc hién tl?iy theo yéu cau. )
Hy _ma" kiniy: choag mijt . Tham phan mau gép phén khéng déang ké vao viéc loai bo

- Mar: giam thj lyc, dau mat. tadalafil.
- Tai: 0 tai 14. Bdo :_Wﬁfl

Thudc can duge bao quan & nhigt d dudi 30°C. Tranh dnh
1 § § sang tryc tlép va noi dm wét
- Mach ma:u: ha huyét ap, tang huyet ap. 15. Han ding: 24 thang ké tir ngay san xudt
- Hé hé hap: kho tho, chay mau cam.

- Tim: nhip tim nhanh, dénh tréng nguc.

B et e i 52 i 16. Nga xemmmu&- nhiit lai ngi dung huéngltiiin siv
- He¢ tiéu hoa: dau bung, budn ndn, non, trao ngugc da day- dung thude: :

thue quan.

= Da: phat ban.

San xudéit va phin phi bai:
CONG TY CO PHAN DUQC PHAM AMPHA
Khu cong nghiép Nhon Trach 3, Xa Hiép Phudc, Huyén Nhon
Dién thoai: 0613-566205 Fax: 0613-566203

» AMPHARCO U.S.A

ach, Tinh Dﬁng Nai

ua.cyc TRUONG
p TRUONG PHONG

Gé Mink Himg



